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The information required by 21 CFR § 807.92 is listed below.

Submitter: M.OCOM. s.r I.
I, Via delle Azalee
20090 Buccinasco (MI) - Italy 2 L~

Contact Person: Daniele Tosi
Technical Manager
Phone: (+39)0245701505
Fax: (±39) 02 48840514

Date of Submission: 2005, February Is

Device Name: Proprietary: MILLENNIUM series (B3, B+, B2, Bpt)
Common: Steam Sterilizer (or Autoclave)
Classification: 880.6880 FLE: Sterilizer, Steam

Devices to which the
Millennium series
claims equivalence: W&LI Lisa (5 10O(k) number K0228 16)

Midmark M19 UiltraClave (5 10(k) number K023348)

Device Description

MILLENNIUM series are sophisticated equipments but of very friendly use, adaptable to the

different demands thanks to the wide possibilities of configuration and choice of the cycles.

The equipments arc able to treat in fast way every type of load through various patented

systems and hi-tech solutions.

MILLENNIUM series sterilizers are equipped with a 5.5, 17 or 21 litres sterilization

chamber and are characterized by an advanced fractionated vacuum system for the complete

air removal also from hollow and porous materials as well as by an effective final vacuum

drying phase able to eliminate any trace of condensation from the load.
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510(k) SUMMARY Oocom
Sisfemi innovoWvi di sterllzzazione

An exclusive steam generation system, combined with the advanced control system,
guarantees an high process speed and high stability of the thermodynamic parameters during
the whole sterilization process and consequently full safety and perfect result.

The equipment offers sterilization programmes optimized lbr an effective, fast sterilization
of different tools and materials used in medical environment, particularly the dental one.

The sterilization program ofla MILLENNIUM series sterilizer can properly be described by
a sequence of phases, each with a well defined activity.

Considering a standard program (i.e. program at 273 0F - 4' for porous load), after arranged
the material in the chamber, closed the door, selected the program, started the cycle'by the
START key (with activation of the door locking device), the following sequence will run:

1. Pre-heating of the steam generator and sterilization chamber;

2. Chamber air removal and steam penetration inside the load through a series of vacuum
stages and pressure phases;

3. Pressure rise-up, with consequent steam temperature increasing up to the preset
sterilization conditions (for the example, 273 IF);

4. Stabilization of the pressure and temperature conditions inside the sterilization chamber;

5. Run of the sterilization process for the preset time (for the example, 4 minutes);

6. Chamber pressure decreasing through steam discharge;

7. Vacuum drying phase;

8. Venting phase through sterile air;

9. Chamber pressure leveling up to atmospheric value.

As reached this last phase the door locking mechanism will be released and the door can be
opened to recovery the load from the sterilization chamber paying attention to use proper
precautions.

Intended Use

The device is intended to be used in medical and dental practices, hospitals, clinics, nursing
homes, laboratories and other facilities to sterilize re-usable surgical instruments (including
dental hand-pieces) and medical materials, heat and moisture resistant and compatible with
steam sterilization process.

NOTE: make reference to the Table of the Available Programs on the following pages for
detailed information on each model.
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Table of the Available Programs (Millennium B)

PRGA ' [ 'sETYPE OF LOADDESCRIPTION t 2 .- < -

134°(C POR*OUS 1 34 2 10 4 I' I, ,41' 52 5 0 8 P rumaeiali double packa g 0.60 0 20 ! 0 2
Solid m aeia/ handpieces 01 single packge 3.00 1 00 0 25

.... Sol~~~~idmtra / bandMpiece i double packag 1.50 050 0215
Unpackaged porous material 1.00 0 30 0 30
Porous mateial in single package 0.75 0 25 0 25

121°C POROUS 121 2 10 20 [ 56 55 0 8 Porous material in double packae 0.60 020 0 20
Sodid material / handpieces in single package 3.00 1.00 0.25

...... ___________________ Solid material / handpieees in double package 1.50 0 50 0 25

II34'C IIOLLOW 1 34 2 10 4 F S 31 5 25 07 Unpackaged p andpiecer 6.00 120 0 50

121lC HOLLOW 121 I 10 20 F S 456 55 08 Unpusata bpackaged 6.00 0.20 0 50

134'C WRAPPED i34 2 10 4 S I 34' 300 0 6 Solid mateial i en single package 3.00 1.00 0 25

121'C WRAPPED i2 l I 10 20 S L 48' q25 0 6 Solid mrnal m saie nd e 3ackage 1.00 100 0 25

134'C SOLID 134 2.10 4 S S 26' 300 0 5 lnpackaged Ioid maeeil 6.00 120 0.50

121°C SOLID 121 110 20 S S 40' 550 0.5 Upackaged tIander ia 6.00 1.20 050

134°C EMERGENCY 1 34 2.10 3 S S 16' 300 0 45 Unpackaged solid material 0.50 0 50 0 50

134 2.10 >4134
0
C ar 121-C 56* 550 0 9 6.00 1 20 0 50

CUSTOM (4) Ior or or F/S L/S Unp d (Iidtea) ml
EllSTOM ~ ~ ~ 12 1.0 ..21 (ttax) (max) (tos) ackaged solid mlaterial121 110 -20

BTOWIE & DICK EST 273 2.10 3.5 F S 0 22' - . lest .ack ol (witho ohr Io)

VACUUM TEST - -0.80 so22' - -2Empty chamber
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Table of the Available Programs (Millennium B+)

PROGRAM 
< ,~~~ y~~ ~~E I -PE OF I <

r."s IIWCI~~~~~~~~~~~~~~~a -0 7-5~~~~~~~~~.UIn ckae 'd porous material 1.00 0.30 0.30
Porous material in smttile acka 'e 0.75 0.25 0.25134°( POROUS 134 2 10 4 i L 33' 525 0.8 Porous imaterial double package 0.60 0 20 0 20
S;olid slate'l / iit ardpies in single paekage 3.00 1.00 0.25
Solid material i hattdpuieccs iim double ackag'e 1.50 0.50 0 25
Uinpaekasged potous m ueia . 1,001 0.31 0.30
Porous material jmii single )ackaige 0.75 -025 0.25121°C POROUS 121 1 10 20 P L 48' 550 08 orousmaterialin double p akag'e 0.60 020 020
Solid smaterial] mundpsiees in single paeckag'e 3.00 1.00 0.25
Solid ma eial / handpiee s in double packae I.S0 0 50 0 25

134°C HOLLOW 134 2.10 4 I S 25' 525 07 [Jpackagcd hampirces 6.001 1.20 0.50

121°C HOLLOW 121 1 10 20 F S 39' 550 0.7 tinpackaged haidpi cces 6.00 1 20 0 50

134WC WRAPPED 134 2 10 4 S L 25' 300 0 6 Solid materi in single package 3.00 1 00 0.25

12 PC WRAPPED 121 110 20 S 1, 39' 325 0
.6 Solid material single packag 3.00 1.00 0.25

134%C SOLID 134 2.10 4 S S 18' 300 0.5 (Upackaged solid material 6.00 1.20 0.50

121'C SOLID 121 1 10 20 S S 32' 325 0.5 Ilupackaged solid aera 6.00 120 0.50

134WC EMERGENCY 134 2 10 3 S S 12' 300 0 45 tUnpackaged solid material 0.50 0 50 0.50

134°( or 121-C 134 2.10 48' 550 09 6.00 120 050CUSIOM .1 S (max) a) Unpackaged solid miat2erial)
121 l l0 > 20 m'

BOWIE & DICK TEST' 273 2 10 3,5 F S 20' Lest pack only (hoz o, or oh d Is.....

VACUUM TEST -- ) 0 f - 18' Etpty chamber..

Page 4 of 8 pages Section 7 (rev. 03)



510(k) SUMMARY fiocom
5istmi fnmov i di erhzzzone

Table of the Available Programs (Millennium B 2)

DESCRIPTION L . .'IPOI; IOAD I

Unpackaged porous material 1.25 0 40 0 30
Porous material in single package 1.00 0 30 0 25

134=C POROUS 134 2 10 4 1 I. 43' 525 0.0 Porous material in double package (1.75 0 25 0 20
Sold material / hadp.ieces in single package 4.00 125 0 25
Solid material / tandpieces i double package 2.00 0 60 0.25
linipackaged porous material 1.25 0 40 0.30
Porous material itt single package 1.00 0.30 0 25

121°C POROUS 121 1 10 20 FP I 58' 551 08 Porous material in double packag 0.75 0.25 0.20
Solid material / handpieces in sits saekag'e 4.00 1.25 0.25
Solidi material / I0atdpieees In double package 2.00 0.60 0.25

134°C HOLLOW 134 2.I0 4 F S 35' 525 07 UIpackagcd hatdpieces 7.50 1 50 0.50

121IC HOLLOW 121 1 10 20 F S 50' 550 07 luspackagedhladpices 7.50 1 50 0.50

134°( WRAPPED 134 2 10 4 S I. 32' 300 0.6 Solid materia in single package 4.00 1 25 0 25

121C WLRAPPED 121 1 10 20 S L 46' 325 016 Solid material in single package 4.00 1 25 0 25

134°C SOLID 134 2.10 4 S S 25' 300 05 Inpackaged solid material 7.50 1 50 0.50

121C SOLID 121 1 10 20 S S 39' 325 05 Un packagedsolidmaterial 7.50 1 50 0.50

134°C EMERGENCY 134 2 10 3 S S 14' 300 0 45 Unpackaged solid material 0.50 0 50 0 50

134C or 121-C 134 2.10 4 58' 550 09 7.50 I 50 050
CLI~~rOM ~5(51 or or or P/S !k/S - ' Uiskgdsldmtra .0 15) 05CUs o I ~ 1 FSO. L/S)¢ (max)0~-,){max) Unpackaged seik ......i.

121 1.10 >20 (max)

LOOWIE & DICK TESI 273 2 10 3,5 I S 24' Iest pack olIy (;ithout sy os/hac hoa)d

VACUUM TEST -080 - 18' -Emptchamber
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Table of the Available Programs (Millennium Bp)

PROGRAM a~ ~ i - C.<
DESCRIPTION ~ ~ ~ ~ 2 a E T~YPE OF LOADHDESCRIPTION

junpackaged porous rasrena 0.30 030 030
1345C POROUS 134 2.10 'I F I. [9' 200 0.6 Poous material 9sindble package 0.30 0 30 0.20

Ig4°c PO)ROU~S 1 2] 1.10 20, I ' F 19' 2(0 0.6 Porous malerial mii double p ackae 00 0.0 0.20

C.30 0 30 0.50

1345
C WRAPPEJ) 134 2.10 4 S L lb 125 0.5 ~Solid material /ihndpee single package 1.00 0.50 0.25

C W RAPPED121 10 20 S3 130 0.5 Solid material i/ hdies ingdouble packa ge1.0 0 .50 0 25
-6.50~ ~ 625

134-C SOLID W 134 2.10 4 F 5 13' 120 0.4 ti~packaged solidsmaleral 1.80 0.90 0 50

121:C SOLIOD 121 1 10 20 F 5 32' 210 0.6 rpoatcikagid sd aral 1,80 0.90 0.50

134-C WRAPPED 134 2 10 4 S L 16' 125 0 5 ~~~Solid m ttmial / adpee i n ingle }pacck ,d 1.00 0 50 0 25
12 PC WRAPPED 121 1,10 20 S 130 0,5 ~~~~Solid matemial /i handpee i obe package 10.0 0 50 025

134°C SIOLIDO 134 2 10 4 P 2 1 7 50 064 Unpackagedbaoldp e 1.80 0 90 0,50

!12 °C SOLLOW 121 I l0 20 F 8 3' 130 0A6 Unpackaged olidp es l.gg 0.90 0 50

134C EMERGENCY 1 34 2 10 3 S S 9' 125 0.4 USolpdagegd solid epalera g 0.20 0.20 0.20

1341C oR 121%g 134 2.10 S>4 34 10 07 7 a 0 090 025
CUSTOM 1o 2 o 1 o 4 S S 31 npackaged solidmaterl 1.80 090

0-~~~~~~~~~~~~~~5

HOWIE1° DICK ESOID 127321 0 320 F 1Pae6o S S pageisoli Saection 71(rv.0 03) 05

114CUU EMRENCY 1 3121 S S9 2 4Upca soli il;l~ial, 0.20 01200

CUSTOM~~~~~~~~~~~~~~~~~~Pg 6 ofax (ax Upackges setonid (arev03/
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GENERAL NOTES (fur the Tables of the Available programs above)

(I) FRACTIONATIED ['Pre-vacuum stage made by a sequencec of 3 vacUuum pulses + 3 pressure pulses.
"Fractionated vacuum cycles" are dedicated to the sicrilization ot porous materials or hand-pieces.

SING IX - Pre-vacutun stage made by I vacuum + I pressure pulse.
"Single vacuum cycles" are dedicated to the sterilization ofI solid materials.

(2) LONG; D rying stage tor porous material and/or hand-pieces and/or sotlit material in singte/douhte package.
thle vatidatedILONG drying times (SIAN IARD option) are 16.5 iiin] for Mitlenniumn 11 12.5 win for B+. [6.5 miii for Ba and( 6
nun tor Bf.

the EXTR A andL INTE LLI GENT' opt[ions htave nto t be en valIi datled.

SH-ORT - Dryinlg stage for unpackange sotid instruments and/or tinpackag-ed hand-pieces.
The validated "SHORT drying" times (SI'ANI)ARD option) are 7 min for Millennium B, 6 win for 8+, 8 min for 132 and 4 min
for Hg.

The FASIF option, halving drying times of 2.5 olin for Millennium H (up to a load of 1.0 kg max), 2 min for 8+ (up to a load of t.0
kg max), 2.5 win for HI (up to a toad of 1.0 kg max) and 1.5 oine for HgL (Up to a toad of0.4 kg max) has not been validated.

(3) The Total Cycle Time is only indicative.
It represents the time required for the completion of the entire program, frota the cycle SIARIT to thc cycle END and is calculated
with a half-load within the chamber.

(4) The 1340C / 12 PC CUStOM program has holdirng times of 4 minutes (or greater) and 20) minutes (or greater) respectively at
134WC and 12 10C.

Pre-varnutim type and Drying type settable according to the indications given in the notes (I) and (2) above.

The 134CC / 121 0C CUS TOM program has not been validated.
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Technological Characteristics Comparison

The comparison shows that the new devices (M.O.COM. s.r.I. Millennium series Steam
Sterilizers), which are intended to market, and the predicate devices:

1. Have the same intended use, principles of operation and energy sources.
2. Have the same target population (user group).
3. Have the same (or better) technological characteristics, safeguards and performances.

The physical design, control system, materials of construction and method of manufacture
differ slightly from the predicate devices.

There are not any new questions about safety and effectiveness and the new device is safe
and effective as the predicate devices.

The M.O.COM. s.r.l. Millennium series Steam Sterilizers are substantially equivalent to
the W&H Lisa Steam Sterilizer and Midmark M9 UltraClave Steam Sterilizer.

Page 8 of 8 pages Section 7 (rev. 03)



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Mr. Daniele losi
Technical Manager
M.O.C.O.M Sr. l.way 2 006
VIA Delle Azalee I
Buccinasco (MI),
ITALY 20090

Re: K050263
Trade/Device Name: MILLENNIUM Series
Regulation Number: 21 CFR 880.6880
Regulation Name: Steam Sterilizer
Regulatory Class: I1
Product Code: FLE
Dated: November 6, 2006
Received: November 8, 2006

Dear Mr. Tosi:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.



Page 2 - Mr. Tosi

Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the Division
of Small Manufacturers, International and Consumer Assistance at its toll-free number (800)
638-2041 or (240) 276-3150 or at its Internet address
http://wvwv.fda.gov/cdrhi/industry/support/index .html.

Sincerel.y ors,

Chi InPh

Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



INDICATION FOR USE

510(k) Number: K050263
(if known)

Applicant: M.O.COM. S.r.l.

Device Name: MILLENNIUM series
(including Millennium B, Millennium B+, Millennium B' and Millennium BH.)

Indication For Use:

The device is intended to be used in medical and dental practices, hospitals,
clinics, nursing homes, laboratories and other facilities to sterilize re-usable
surgical instruments (including dental handpieces) and medical materials, heat
and moisture resistant and compatible with steam sterilization process.
Typical users of this system are trained professionals including, but not limited
to, dentists, nurses and other specific medical professionals.

NOTE: The device shall not be used for the sterilization of fluids, liquids or pharmaceutical
products.
Also see the "Table of the Available Programs", one for each model, on the next pages.

Prescription Use Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED).

Concurrence of CDRH, Office of Device Evaluation (ODE)

],,, . y, General Hospik:,
.',; I;~.)~t,.J i Devices

Page 1 of 6 pages Section 11 (rev 03)



INDICATION FOR USE

Table of the Available Prol2rams MILLENNIUM B (temperature in °C and pressure in bar)

PROGRAM 2 ~ = O
U~~~~~ L YPE OF LOAD E- ,

DESCRIPTION ' .' 0 t E P L

0 5~~~~ ~'-5~ I~

Unpackaged porous material 100 030 030
Porous material in single package 0.75 0 25 0 25

134°C POROUS 134 2 10 4 F L 41' 525 08 Porous material in double packae 0.60 0.20 0.20
Solid material/ handpieces in single package 3.00 1.00 0.25
Solid material / biandpieces in double package 1.50 0 50 0 25
Uspackaged porous material 1.00 0.30 0 30
Porous material in single packam< ;. 0.75 0,25 0.25

I121C POROUS 121 1.10 20 F L 56' 550 0.8 Porous material in double package 0.60 0.20 0.20
Solid material / landpieces in single package 3.00 1 00 0 25
'1 olid material / handpieces in double package 1.50 0 50 0 25

134°C HOLLOW 134 2.10 4 F S 31' 525 0.7 lJnpackaged l.a.dpieces 6.00 1.20 0.50

121*C HOLLOW I21 1.10 20 F S 45' 550 0.7 Ulnpackaged handpieres 6.00 1.20 0.50

134°C WRAPPED 134 2. 0 4 S L 34' 300 06 Solid material in single package 3.00 1.00 0.25

121-C WRAPPED 121 110 20 S L 48' 325 0 6 Solid material i single package 3.00 1 00 0.25

134C SOLID 134 2.10 4 S S 26' 300 05 Unpackaged solid material 6.00 1.20 0.50

121'C SOLID 121 1.10 20 S S 40' 325 0.5 Unpackaged solid material 6.00 1.20 0.50

134°C EMERGENCY 134 2.10 3 S S 16' 300 0.45 Unpackaged solid material 0.50 0 50 0.50

134°C or 121-C 134 210 4 56' 550 09
CUSTOM aor or or F/S US Unpcagd solid material 6.00 1;20 0.50

121 1.10 >20 (max) (max) (mx)) I (max (max)

BOWIE & DICK TEST 273 2.10 3.5 1 S 22' seat pack only (wuhout any other load)

VACUUM TEST -080 22' Empty chamber

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED).

Concurrence of CDRH, Office of Device Evaluation (ODE)
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INDICATION FOR USE

Table of the Available Programs MILLENNIUM B+ (temperature in °C and pressure in bar)

PROGRAM Gii ii='- ½ 2 =.TY-~ ~ ~,~ ~ I'YPE OF LOAD
DESCRIPTION V 4 ~ V

-Unpackaged porous material 1.00 0 30 0.30
P...usmatealins inil epacka i 0.75 0.25 0.25

134°1 POROUS 134 2 10 4 F' L 33' 525 0 8 Porous material in double package 0.60 0.20 0 20
Solid materal / handpicces in single package 3.00 1.00 0.25

....... Solid material / handpiece s in double package 1.50 0.50 0 25
lJnpackagcd porous material 1.00 0 30 0 30
Porous material in siugle packagh - 0.75 .025 0 25

121°C POROUS 121 i.10 20 F L 48' 550 08 Porous material in double package 0.60 0.20 I 020
Solid material / handpieces in single package 3.00 1.00 0.25
Solid material / handpieces in double package 1.50 0.50 0.25

134°C HOLLOW 134 2.10 4 F S 25' 525 0.7 Unpackaged handpieces 6.00 1.20 0.50

1210C HOLLOW 121 110 20 F S 39' 550 0 7 Unpackaged handpicces 6.00 1 20 0 50

t34t C WRAPPED 134 2.10 4 S I. 25' 300 0 6 Solid material in single package 3.00 1.00 0 25

121tC WRAPPED 121 1.10 201S L 39' 325 0.6 Solid material in single package 3.00 1 00 0.25

134°C SOLID 134 2.10 4 S I 18' 300 0.5 Unpackaged solid mateial 6.00 1.20 0.50

121-C SOLID 121 1.10 20 S S 32' 325 0.5 Unpackaged solid material 6.00 1.20 0.50

1345C EMERGENCY 134 2.10 3 5 S 12' 300 0.45 LUpackaged solid material 0.50 0.50 0.50

134 2.10 >4tJ~~t ~~orl~~lt C Utipackaged~~0 6.00 1.20 0.50CUSTOM 4 or 1 or. F/S L/S 48' 550 0.9 Unpacka gd solid material
121 1.10 .> 20 (niax) (max) (max) (max) (max) (max)

BOWIE & DICK TEST 273 2.10 3,5 F~ 5 20' . 'Pest pack only (wthout any other load)

[VACUUM TEST . -0.80 . . . 18' . Empty chamber

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED).

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 3 of 6 pages Section 11 (rev. 03)



INDICATION FOR USE

Table of the Available Programs MILLENNIUM B2 (temperature in 0C and pressure in bar)

4
"3

l'ROCRANMTP FLA
DESCRIPTION

E~~~~~~~~~~~~~~~~~~~

Unpackaged porous material 1.25 0.40 0.30
Porous material in single package 1.00 0 30 .25

134°C POROUS 134 2.10 4 F L 43' 525 0.8 Porous material in double package 0.75 0.25 020
Solid nlaterial I h audpiec s in single package 4.00 1 25 025
Solid m aterial] bandpieces i' double package 2.00 0.60 0 25
Unpaekaged orous saterial 1.25 040 0.30
Porotns material in sin Ip acka e 1.00 0(30 0.25

121°C POROUS 121 1.10 20 P L 58' 550 08 Porous material in double ackage 0.75 0.25 0.20
Solid material / baudpieces in singlecpackage 4.00 1.25 0.25
__ Solid material! b andpieees in double package 2.00 0.60 0 25

1340C HOLLOW 134 2.10 4 F S 35' 525 0.7 Unpackaged handpieces 7.50 1.50 0 50

121°C HOLLOW 121 1.10 20 F S 50' 550 0.7 Unpackaged handpieces 7.50 1.50 0.50

134°C WRAPPED 134 2 10 4 S L 32' 300 0.6 Solid material in single package 4.00 1.25 0 25

121-C WRAPPED 121 1.10 20 S L 46' 325 0.6 Solid material in single package 4.00 1.25 025

1344C SOLID 134 10 4 S S 25' 300 0.5 Unpackaged solid material 7.50 1 50 0.50

121-C SOLID 121 1 10 20 S S 39' 325 05 Unpackaged solid material 7.50 1 50 0.50

134CC EMERGENCV 134 2 10 3 S S 14' 300 0 45 Unpackaged solid material 0.50 0 50 0 50

134°Cor 121°C 134 2.10 >4 58' 550 09 7.50 150 050CUSTFOM o o r F/S 1S(m ) (x) Unpackaged solid material 7.50 1.0 0.
121 lag0 >20 121 1.10 >20 (max) (max) (triax) ~~~~~~(mat) (max) (max)

BOWIE & DICK TEST 273 2.10 3,5 I: S 24' Test pack only (without any other load)

VACUUM TEST -080 18' Empty chamber .

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED).

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 4 of 6 pages Section 11 (rev. 03)



INDICATION FOR USE

'Fable of the Available Programs MILLENNIUM Bit (temperature in *C and pressure in bar)

PROGRAM .~ U.1 -' =0=
DESCRIPTION u 2 TYPE OF LOAD

Unpackaged porous mlaterial 0.30 030 030
Porous material in single package 0.30 0 30 0 25

134°C POROUS 134 2.10 4 g 1, 19' 200 0.6 Porous materialin double package 0.30 0 30 0.20
Solid material / handpieces in single package 1.00 0.50 0.25
Solid material!/ handpieces in double package 0.50 0.25 0.25
Utpacka ed orous material . 0.30 0.30 0.30
Porous material in single paclage 0.30 0 30 0.25

121°C POROUS 121 1.10 20 F L 34' 210 0.6 Porousmaterialindoublepackage 0.30 0.30 020
Solid material / handpieces in single package 1.00 0.50 025
Solid material / handpieces in doulie package 0.50 0.25 025

1340C HOLLOW 134 2.10 4 F S 17' 200 0b6 Lnpaekaged handpieces 1.80 0.90 050

121°C HOLLOW 121 1 10 20 F S 32' 210 06 Unpackaged handpieces 1.80 0.90 0.50

1340C WRAPPED 134 2.10 4 S L 16' 125 0 5 Solid material in single package 1.00 0 50 0 25

121°C WRAPPED 121 1.10 20 S L 31' 130 0.5 Solid material in single package 1.00 0.50 0.25

1340C SOLID 134 2.10 4 S S 13' 125 04 Unpackaged solid material 1.80 0.90 0.50

121°C SOLID 121 1 10 20 S S 28' 130 0.4 Utnpackaged solid material 1.80 0.90 0.50

134°C EMERGENCY 134 2.10 3 S S 9' 125 0.4 Utpackaged solid material 0.20 0.20 0.20

1
3
4°Cort21-C 134 2.10 >4 34' 210 07 1.80 090 0 25

CUSTOM{() or or or F/S L/S LInpakaged solid mel8 . 2[21 1.10 >20(max) (max)(max) (max) (tnax) (max)[21 IA 0 20

BOWIE & DICK TEST 273 2.10 3,5 F S 1.6' Test pack only (without any other load)

VACUUM TEST . -0 80 16' Empty chamber
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INDICATION FOR USE

GENERAL NOTES

(1) FRAC FIONATED P Ire-vacuum stage made by a sequence of 3 vacuum pulses + 3 pressure pulses.
"Fractionated vacuum cycles" are dedicated to the sterilization of porous materials or hand-pieces.

SINGLE = Pre-vacuum stage made by I vacuum + I pressure pulse
"Single vacuum cycles" are dedicated to the sterilization of solid materials

(2) LONG = Drying stage for porous material and/or hand-pieces and/or solid material in single/double package.
The validated LONG drying times (STANDARD option) are 16.5 min for Millennium B, 12.5 min for B+, 16.5 rain for BF and 6
min for B1>

The EXTRA and INTELLIGENT options have not been validated.

SHORT - Drying stage for unpackaged solid instruments and/or unpackaged hand-pieces.
The validated "SHORT drying" times (STANDARD option) are 7 mrin for Millennium B, 6 rain for B+, 8 miin for B' and 4 min
for li.

The FAST option, having drying times of 2.5 mrin for Millennium B (up to a load of 1.0 kg max), 2 miin for B+ (up to a load of 1.0
kg max), 2.5 mrin for B' (up to a load of 1.0 kg max) and 1.5 mrin for Bit (up to a load of 0.4 kg max) has not been validated.

(3) The Total Cycle Time is only indicative.
It represents the time required for the completion of the entire program, from the cycle START to the cycle END and is calculated
with a half-load within the chamber.

(4) The 134°C / 121°C CUSTOM program has holding times of 4 minutes (or greater) and 20 minutes (or greater) respectively at
134°C and 121°C.
Pre-vacuumn type and Drying type settable according to the indications given in the notes (I) and (2) above

The 134 0C / 121°C CUSTOM program has not been validated.
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